Lol

3

-

‘}"KAA_LNUFACTURrNG

Ky

- BITTER

=

Generic drug makers like Andrx face a barrage of legal
and regulatory hurdles put up by big manufacturers intent

on protecting their patents as long as they can.
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By Lisa Gibbs

he number of major prescrip-

tion drugs that will lose their

patent protections between

2000 and 20057 There are 43.
Total sales represented by those
drugs? Some $49 billion.

Those numbers make Richard
Lane’s mouth water. '

Lane is CEO of Davie-based Andrx
Corp., the world’s fifth-largest gener-
ic drug maker. In massive warghous-
es in Davie and Weston, Andrx crafts
off-brand versions of popular drugs
that it sells for as little as 30% of the
price of the brand-name originals.

Check out some more numbers:
Spending on prescription drugs has
more than doubled since 1997, to
$154.5 billion, and is expected to rise
as much as 14% a year for at least the
next three years. Industry analysts ex-
pect generics, whose lower prices ap-
peal to both consumers and insurers,
to double their share of total pharma-
ceutical sales to 16% by 2005.
“Tremendous opportunity,” says Lane.

But if the future’s so bright, why has
Andrx’s stock fallen by more than
75% in the last year? There's one
more purmber that Lane isn’t so excit-
ed about: 11. That’s how many patent
infringement lawsuits Andrx faces
from large drug companies —
so-called Big Pharma firms.

Big Pharma’ success at using the in-
tricactes of patent law and federal reg-
ulation to delay generic competidon
has made the generic drug business
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much more complicated and much
less predictable — factors that send
investors running.

Meanwhile, Andrx and other gener-
ic firms must conduct business in
a state of perpetual gamesmanship,

" trying to stay a step ahead of the

brand-name drug makers’ efforts to
protect their products, particularly
their blockbuster sellers.

The patent infringement lawsuit is
typically the first hurdle for a generic
firm attempting to win Food and
Drug Administration approval for its

copycat version of 2 Big Pharma

product. In recent years, hrand-name
drug manufacturers have takén ta
bombarding the FDA with addition-
al patents that sometimes verge on
the absurd — patenting 2 medicine’s
color, for example — and then filing
additional infringement lawsuits
against the generic firms’ products.
(President George 'W. Bush an-
nounced a plan in October to Hmit

‘Big Pharma’s ability to use litigation

to delay competition from generics.)

Beyond patent lawsuits, there are
several other obstacles. Technically, a
generic drug company can market a
drug while patent litigation proceeds,
but it must have regulatory approvals
from the FDA. Gaining those ap-
provals can invalve testing products
in the sate ways the original manu-
facturer has tested. There are other
potential roadblocks: Big Pharma
firms can extract another six months
of patent protection by testing their
products on children, which a feder-
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. “Qur tegal é_xpeh_ses will be. welt warth'the price ‘as ou

-" products make their way onto pharmacy:shelves,” says®

. Andrx CEO Richard Lane. “You've got-to play the game.”
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al law allows in order to  courage
development of drugs for children.

Consider Andrx’s battlg'to sell a
generic version of hearthurn drug
Prilosec, also known as the “purple
pill.” In 1998, Andrx applied for
FDA approval for its generic
Prilosec. It had to know that As-
traZeneca, the company that makes
Prilosec, wasn't going to relinquish
the rights gladly. At that time,
Prilosec was the world’s top-
selling drug, bringing in more than
$2.3 billion in 1997 sales. But the
stakes were also high for Andrx: An-
alysts estimated that generic

Prilosec could generate sales of

$500 million for Andrx during the
first six months alone.

In May 1998, AstraZeneca sued
Andrx for patent infringement.
That alone, according to federal jaw
governing the generic business, au-
tomatically delayed Andry’s ability
to sell the generic for 30 months.

The liggation dragged on much
longer than that. The lawsuit didn’t
even go to trial until December
2001, and the rial lasted well into
July. Finally in October, the judge
ruled that Andrx had infringed As-
waZeneca’s Prilosec patent. Andrx
plans to appeal the ruling, but the
blow sent shares tumbling 40%.

The stock rebounded to more
than $18 after Andrx decided to join
forces with another company,
KUDCo, that prevailed when
AstraZencca sued it for patent in-
fringement over its version of

- Prilosec.

Unrelenting campaign

Meanwhile, AstraZeneca pursued
a campaign against its generic rivals
outside the courtroom. In March
2001, it listed four new Prilosec
patents with the FDA, prompting
Andrx to strike back with its own
lawsuit claiming that AstraZeneca
was illegally trying to block gener-
ic competition.

! 51,2 billion

$243 million

-} $88 million
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AstraZeneca also tried to foil rivals by
winning FDA approval for new labeling
based on an “applesauce test” — it per-
formed 2 clinical trial demonstradng that
patients who find pills hard to swallow can
sprinkle Prilosec on applesauce. Doing so
meant that generic firms seeking FIDA ap-
proval would have to conduct applesauce
tests on their own pills, introducing fur-
ther regulatoty delays.

Having fought enough similar battles
over the years, Andrx had antcipated As-
traZeneca’s move and already had submit-
ted an applesauce test to the FDA. Tt won

" fina] FDA approval for its drug in Novem-
ber 2001 — four years after applying.

AstraZeneca’s most recent tactic to hold
onzo Prilosee dollars: Winning approval
to market the drug over the counter,
which would gready lessen the appeal of
an Andrx genenc

Andrx isn’t immane to criticism that it’s
trying to play the system. In 1997 Andrx
cut a deal with drug maker Aventis over
Avents’ hypertension drug Cardizem: Af-
ter Aventis sued Andrx for patent in-
fringement, Andrx agreed not to begin
selling generic Cardizem while the suit
was pending, even after receiving final
FDA approval to do 50, In retinmn, Avends
paid Andrx roughly $89 million.

Consumer groups, in numerous class-
action suits against Andrz, called that “il-
legal restraint of trade,” clziming they
could have saved millions had Andrx be-
gun selling its generic sooner.

Andrx denies that; it says the Avents
agreement didn’t hurt consumers becaunse
Andrx never would have risked selling the
generic before resolving the patent lawsuit
anyway. (Generic makers who start selling
a generic and then lose a patent lawsuit
may have to pay damages.) Andrx also said
it used Aventis’ money to create a differ-
ent formulation of its drug, thus ending
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The path of Andr’s, stock over the
o) _st year tracks mvestors enthusr» i
m, and: thpn rmpatlence and
dusappomtment with Andrx's
" Prilosec prospects. ‘Shares fell.

" 740% after a New York judge ruled
,agamst Andrxon Oct 11 B

battles between the two companies.

The Federal Trade Commission inves-
tigated but found no wrongdoing. Mean-
while, artorneys general from 28 states and
the District of Columbia, as well as four
Blue Cross Blue Shield insurers, also have
sued Andrx over the Cardizem deal. In
September, Aventis and Andrx settled
some of the claims for $110 million.

Dumping drugs

The impact of the war with Big Pharma
irnposes other costs beyond the hundreds
of millions of dollars in delayed sales. Most
obviously, legal fees add millions to An-
drx’s overhead — it’s imipossible to say how
much, as Andrx doesn’t break out those
costs. Delays caused by either litigation or
the FDA sometimes force Andrx to dump
drugs the company had hoped to sell; in
‘the third guarter, Andrx wrote off $41 mil-
lion in Prilosec-related inventory, putdng
the company into the red so far this year.

.Lane, who arrived at Andrx just five
months ago, shrugs off these issues.
“You've got to play the game,” he says.
“Our legal expenses will be well worth the
pprice as our products make their way onto
pharmacy shelves.”

But Lane also is aiming to make Andrx
less vulnerable to the ups and downs of the
courts by developing its own brand-name
drugs — several featuring an extended-
release technology invented by Andrx’s
former top scientist. Its first branded
product, Altocor, is an extended-release
version of an off-patent cholesterol diug
called Mevacor made by Merck, In addi-
tion to Altocor, Andrx is working on an
extended-release diabetes dmg and study-
ing the use of its extended-release choles-
terol drug as a treazment for Alzheimer’.

Ironically, Lane, who for 20 years wasa
top executive for Merck and Bristol-
Myers Squibhb (most recently as head of its
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entre $18-billion pharmaceutical divi-
sion), led the launch of Mevacor when he
was a marketing executive for Merck.

A Wharton MBA with 2 bachelor’s
degree in biochemistry, Lane, 51, says
he has the skills w0 move Andrx into
the branded business — 2 big reason
Andrx’s board hired him. “T've built sales
forces for four different companies,”
he says. “I know what makes brands
success '

Getting into the branded-drug business
is an expensive, cutthroat proposition,
however, requiring a highly trained and
well-paid sales force to push products.
Andrx already has built a 300-member
sales force and is considering beefing up
that staff to 500 within 18 months. The
sales teamn and legal costs are a big part of
why administrative expenses nearly dou-
bled in 2001 to $119 million.

- Brand-name drugs do require higher
“activaton energy,” as Lane puts it, but
if launched successfully, they can drive
sales for as long as 10 years, Lane’s plan
is for those brand-name drug sales to
balance the uncértainties of the generic
business.

Underpinning Lanes strategy is
Andrx’ distribution arm., Anda, which sells
generic products to about 14,000 inde-
pendent pharmacies and regienal chains.
Anda’s 2001 profit margins of 17% pale
next to the 72% gross margins of the
generic business, but itk a cash machine
that has helped Andrx fund R&D and Lit-
igation without going into debt. “Ideally,
we want to complement generics with
brands that have longer predictable life
cyeles,” Lane says.

For now, though, Andrx sdll depends on
generics, with a total of 27 awaiding FDA
approval or the resolution of lawsuits. “On
the generic side,” Lane says, “legal is the
equivalent of R&D.” a
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As emiployer-supported
health coverage costs
escalate, companies are
considering wavs to

- have retirees pay a
larger share of the bill.

By Dale Buss

hen 17.000 univnized blue-collar employess of General Electrie Co.
staged a two-day strike in January at 48 plants across the country, they
were protesting not only increases in their own health insurance costs
L but also the $200 or so boost in yearly health coverage costs for GE's
25,000 early retirecs.

The GE strike may have been only the start of the difficulties vet to come regarding
retiree health coverage, After zll, the strikers—mostly production workers—were em-
plovees at ane of the most stable companies in the country:. “It surprised me because GE
and fhe union had a history of being able to talk things out, and the HR team at that
company s about as good as you can get,” says Charles Tharp, an HR management pro-
fessor at Rutgers Universtty.

More conflict over retiree health costs will surface in a few months when General
Motors Corp. opens triennial national labor negotiations with the United Auto Workers
{UAW). It's nearly certain that GM will ask the union for higher co-payments and per-
haps other concessions that would affect retirees as well as active workers. But it's al-
most as likely that the TAW will balk at such demands. ‘

More and more, emplovers trving to trim their overall health costs are considering
ways 10 shift some costs to retirees who have companv-supported health coverage. Op-
tions for reducing or even eliminating retiree coverage are gaining attention as the
workforee gets older and the ranks of the retired continue to grow. HR professionals at
companies that have assumed responsibility for retiree coverage over the years are now
wrestling with questions of how much they can continue to provide—and even whether
they should provide coverage at all. '

“It’s really becoming a mission-critical issue for many companies because the under-
lying trend is that health care costs are going up in the significant double digits, and the
biggest portion of that cost is for the older pepulation” says Eric Parmenter, practice
Jeader in health and benefits consulting for Grant Thornton. the Chicago-based account-
ing and consulting firm. The company’s surveys show that retiree medical costs have be-
come the No. 1 concern of HR professionals at large and medium-sized companies, up
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from third place just 18 months ago and replacing the former
top worries about attracting and retaining craployees.
“This is a perfect storm, unfortunately,” savs Tharp.
“There are a Jot of factors coming together al once”
Those factors—which include the stagnant
economy and fast-rising health costs—could
“hasten the dedine of retiree health benefits”
in coming vears, according te & study con-
ducted last fall of large private compa-

emplovers who responded to the
study, 44 pereent had already
raised the amount that re-
tirees contribute to
P, promiums, and 13
percent had ended bealth benefits for future retirecs.

‘ Tven more drastic changes are expected in the future, ac-
. cording to the study, which was conducted by the Henry 1.
3 Kaiser Family Foundation and Hewitt Associates, Looking
three years down the road. more than half of the companies
are considering increasing retiree contributions (82 percent),

A

. its (64 percent).

The Washington, D.C.-based HR consulting firm Watson
Wvatt Worldwide savs many employers already have adopted
benefit plan provisions that will reduce their financial support
of retiree medical expenses to less than 10 percent by 2031,
down from the more than 50 percent share now paid by typi-
cal large employers. The projection is drawn from the firm’s ve-
cent study of 56 large employers with at least 5,000 emplovees.
The study shows that 20 per cent of emplovers surveyed have
already eliminated retiree medical plans for new hires.

e T T oAk Fo (3 T v o 4~ T f S P T SR e e

£~

"mm. .-.-IA Zeni
As emplox ers try to reduce their share of retiree health bene-
fits, they may be passing on additional costs to retirees who are
already facing significant financial pressures. In fact. for many
current Tetirees and retirement-age emplovees, health cost
concerns are compounded by the tanking of equity markets
and retirement nest eggs.

“The financial equation for most people now isn't nearly as
zood as they theught it would be for the last 20 or 30 vears,” savs
Mark White, a senior consultant for Watson ¥Wyatt. “So mavbe
thev end up retiring at 62 instead of 58 and have to use that ex-
tra income to help cover the costs of retiree medical benefits”

A couple retiring wt 65 and covered by Medicare but not by
any other health insurance can expect to spend $160,000 for
medical care over the remaining course of their lives, accord-
ing to Boston-based Fidelity Investments.

Moereover, once retirees start getting health coverage,
there’s no guarantee that it will alwayvs be there. In early Feb-
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nies’ retiree health covernge. Of

ruary, Pennsylvania-based Bethlehem Steel Corp. became the
latest bankrupt company to announce an end to retiree health
benetits for financial reasons. The Bethlehem Steel action af-
fects about 95,000 retirces and dependents. The company said
it would try to line up discounted group coverage that retirees
could buy on their own,

As aresull of these financial pressures, companies that trim
or elimiate retivee medical coverage can expect retirecs to
fight back.

“If you try to put more of & burden on them, retirees are
likely to poke through and try to find something in your previ-
ous dealings with them that indicates you may have promised
them something,” says David Pearson, a benefits attorney for
Orlando-based Ford & Harrison LLP.

Tharp says there may be more agitation by retirees at cor-
porate shareholder meetings for things such as restoration of
cost-of-living adjustments, which largely disappeared during
the past decade of low inflation.

C. William Jones, executive director of the A.‘-&ouat‘on of
BellTel Retirees Inc., a Cold Spring Harbor, NY.-based group
representing 90.000 telecommunications industry retirees.
savs, “A lot of vetivees didw'L realize how big this issue would
become until this vear, when there were huge out-of-pocket
increases, particularly for Medicare-eligible people who were
in HMOs."

Some analysts expect retires health coverage to mushroom
into a bread political issue.

Jones™ association and other groups, including 2 YWashing-

ton, D.C-based coalition called the National Retirce Legisla-
tive Network (NRLN), are pushing for legislation that would
bring retiree medical coverage under the same kind of federal
supervision that exists for many pension plans.

The NRLN savs its top prierity is legislation designed o
“prohibit a company from reducing or taking away health ben-
ofits promised and owid to their retirees” and 1o "require o
company to restore health beneiits that were previously re-
duced or taken away after retirement unless a company ¢ uld
demonstrate substantial business hardship.”

While some groups are willing to join the fray regurding re-
tivee health benetits, unions—especially those in troubled in-
dustries—may not be among them.

*T cant imagine urndons having a tremendous mount of

power right now when this comes up with airlines. for exam-
ple savs Panl Fronstin, director of the health-rescaveh pro-
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orp. became
to retiree ey

- Steel action

e company sz at the Washington, D.C-based Emplover Denelit Re-
age thit retiregreh Institute (EBRI)

Tharp savs that unions in some industries may be ready to
danics that tig retirees take the brunt of health-coverage cost shifting “be-
Beet retiree: ause retirees don't pay union duges or vote on contracts”

An exeeption could be the aute industry, where labor nego-
T, retirees gations this summer could produce a standotl on whether re-
70 ¥OUr prefrees will have to pav mare for their health coverage.
have promis I emplovers {ace resistance from unions, there may not. be
A5 attorney fnach middle ground where the two sides can mect. Retiree
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health care is not an issue that's likely to be defused by 2 shar-
ing of information about the dire demands of retivee medieal
costs, savs Parmenter. "It's a fighting issue rather than an un-
derstanding that we're ali in this together. 5o T dont know that
theres positioning that an emplover really can do in 2 union

environment.”
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hat aren’t restricted by labor contracts

can do much more, of course, to corral retirce’




health care costs. HR professionals weighing such optians
should consider recommendations such as the following
from professionals in the field:
. Tuke action svoner rather than later. H a company
decides to curtail retiree health benefils, act quick-
ly, before cost escalation worsens, savs Peter
Smoyer, a compensation consultant in
Mesa, Arlz. And companies that haven’t
becun offeting retivee health benefits
shouldn't begin, he adds. “The on-
b organizations [that] should
even consider ofiering these
benefits today are those
that want to have

die long-lerm employ-
ees,” Smoyer savs. "And in todays econony. who wants em-
plovees around for 20 vears outside of education or public
-, safet?”

s+ Concentrate on current employees. “It’s really about setting
a new deal with those people,” Tharp says. "Good managers are
having to step up and Dbite the bullet and say, “This isn't sus-
% tainable over time. And let me tell vou what the new rules will
be so that you can get ready for them. I appland managers
4 who are willing to put this issue on the table and talk about it,
- because the more vou put it off, the more draconian your ac-
tions might have to be down the road.”

. - Consider possible long-term: effects. Putting the squeeze
on retiree health coverage may leave 2 company without an
important recruiting and retention tool if the cconomy recov-
ers and a worker shortage develops. Some experts suggest
that within a few vears employers may face a labor supply
even tighter than that of the 1990s. particularly amoeng older
and more experienced baby boomers. who will be planning to
¥/ leave the workforce in unprecedented numbers later this

decade.

“The number of young people coming in: will be shrinking,
and lots of companies will be looking to get more out of their
existing workers, s0 encouraging deferred retivements might
be a good stratesy again” says White of Watson Wyatt. “Com-
panies may need to attracr for a while longer those mid-career
people who are in thelr 05 and 30s. to whom health benefits
for retivement are going to be increasingly important.”

Although clamping a lid on retiree benefits may save mon-
¢y, White says. emplovers “havent really gained amvthing if
they have to pump monev back into regular compensation to
attract and hold people. And vou might have lost something
because retiree health benefits are tax-pro-  —- -~
tected, whereas regular compensation isn't.”
- If reductions are needed, make them in-
‘erementally. A company could link the size of
its retiree health contributions to each bene-
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ficiarys length of service with the company. for example,:
timit or even eliminale its contribution according to some of
er measure,

Among the large companies surveyed by Watson Watt f
example, 90 pereent said that in 1984 thev offered retiree n &
ical coverage to those over 65 with five or {ewer vears of ser
ice, but by last year only about one quarter of the compani
offered benefits to retirees with that length of service. In add
tion, about 45 percent of the companies had capped contrity
tions for new hires as of last year, while 39 percent had dones
for current employees.

An additional possibility is Lo phase out retiree medical co
erage for employees hired ufter a certain date, whether pas. ¢
future. And yet another oplion is to keep retirees in the con
pany’s health insurance plan but not pay any portion of the
premiums; the discount for the group policy would keep it
tivees health coverage preminms lower than what they woul
pay for individual coverage.

‘But even that approach would not necessarily be benefici
for employers because simply having relirees in the compan
plan "drives up the cost of insurance,” Smover says. “That's he
cause retivees are the ones [who] have open-heart surgery vw
hvpasses and other complicated, expensive procedures. S |
hurts the company’s experience ratings with insurers.”

Another type of employer-set limit is to pick up only th
prescription drug portion of a “Medigap” policv—a tvpe of pri
vately sold but regulated policy that covers co-payments an
other medical expenses not covered by Medicare. Such policie
cost companies $3,000 to $4,000 a vear for an individua
Tharp estimates.

As part of an incremental approach, a company can try &
steer retirees—just as they encourage current emplovees- t
opt for generic rather than brand-name drugs when possik
and to use mail-order suppliers for medicines they take regw
larly. ‘
-+ Provide more information. Finally, HR can playv a role o
containing retiree health costs by providing emplovees ag wel

as retirees the information they need to manage those costs. ™

“Companies have invested a tremendous amount of tim
and money in telling emplovees about the need to start ¢atlt

with their 401(k) program. matching contributions. propes & =
set allocations—they've taken all those steps” savs EBL I+

Fronstin. "But they havent done anvthing like that regard.né
retirement health care. The next logical step is to educalt
workers about that” B
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